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PE3IOME IIJIAHY YIPABJIIHHSI PUBUKAMU AJS1 ®EPCIHOJI 100 MI'/2 MJI
PO3YMH JIJIA TH'€KIIHA (3aniza (IIT) rizpokcn notiMaabTo3HMii KOMILIEKc)

e pestome mnany ympaBninHs pusukamu (ITYP) mns mikapeekoro 3aco0y (JI3) ®EPCIHOJI
100 mr/2 mn po3uun s iv’exuiit. ITYP Hagae neranbny iHQOpMALiIO 00 BAXKIUBUX PU3HKIB
JI3 ®EPCIHOJI 100 Mr/2 mut po34uH 151 1H’ €KITIH, SIK 11 PU3UKH MOXKHA MIHIMI3yBaTH Ta sIK Oy/ie
BIJICTEXKYBATUCS MOanbiia iHQopMaris Mmoa0 PU3UKIB Ta HEBU3HAYCHHUX NaHUX (BIACYTHS
iHdopmartis) JI3 ®EPCIHOJI 100 mr/2 mi po3uuH [1st 1H €KITIH.

Hs JI3 ®EPCIHOJI 100 mr/2 mm po3uuH I iH€KII HasBHA KOPOTKA XapaKTEPUCTHKA
npernapaty (KXII) ta iHCTpyKIis UIsi MEIUYHOTO 3aCTOCYBaHHsS, IO HANAOTh MEIUYHUM
IpaliBHUKaM Ta MallieHTaM OCHOBHY iHQopmamito gk ciig 3acrocoByBatu JI3 ®EPCIHOJI

100 mr/2 mn po3uuH 1)1 1H €KITI.

|. Jlikapcbkmii 3aci0 Ta iHOro Nnpu3HAYEeHHA

JI3 ®EPCIHOJI 100 mr/2 mut po3uuH il iH €KIIA MICTUTH nirody pedoBuHy 3aimiza (II1)
T1IPOKCH/I TTONIMABTO3HUI KOMIUIEKC Ta MPU3HAYCHUN JJIsl TAPEHTEPATLHOTO 3aCTOCYBAaHHS.
JlikapcTKuit 3aci0 3aCTOCOBYETHCS AN JIIKYBAaHHS 3ai11301€(DILIMTHOT aHEeMii y TAaKUX BUIAIKAX:
*y pa3i MpOTUTIOKA3aHHS IEPOPATBHOI Teparrii,

*y pa3i MOPYIICHHS] BCMOKTYBaHHS 31132 Y KUIIICYHUKY;

*y pa3i HeJOTPUMAHHS MAIIEHTOM PEXUMY JIKYBaHHS MEPOPATIbHIMHU MperapaTamMu 3ajiza ado ix

CTilKa IUTYHKOBO-KHIIIKOBA HETIEPEHOCHUMICTb.

1. Pusukm, acouiiioBaHi 3 jJikapcbKuM 3ac000M Ta 3axX0Au 3 MiHiMi3aunii a0o

MOJAAJIbIIOI XapaTEePUCTUKH PU3HUKIB

Baxmusi pusuku JI3 ®EPCIHOJI 100 Mr/2 mu po3umH Juisl iH €KIH pa3oM 13 3aX0oJaMu IS
MiHIMi3aIlil TaKUX PHU3UKIB Ta MPOMOHOBAHI TOCIIHKCHHS JJIsl MMOAANBIIOr0 BUBYCHHS PU3HKIB
JI3 ®EPCIHOJI 100 mr/2 M po34MH AJs 1H €KIIH MPEICTaBICHO HUXKYE.

3axoamu 3 MiHIMI3aIlll pU3UKIB, BUABJICHUX JJIS JTIKAPCHKOTO 3aC00y, MOXKYTh OyTH:

e cremiagbHa iHGoOpMalis, Taka SK 3aCTEPEeKEHHs, 3amoODKHI 3aX0AM Ta TOpagd 3
MPaBUJILHOTO 3aCTOCYBAaHHS B IHCTPYKIII /uisi MeaudHoro 3actocyBaHHs Ta KXII mns
MAI[i€HTIB Ta MEUYHUX TPAI[IBHUKIB;

e BAXJIHBI TOPAJIM HA YITAKOBIII JIKAPCHKOTO 3aC00Y;

® 3aTBEp/UKEHUN PO3MIPY IMaKyBaHHS — KUIBKICTh JIIKApCHKOTO 3ac00y pPO3PaxoBYETHCS
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TaKUM YHHOM, 1100 TapaHTyBaTH NMPAaBUIBHE 3aCTOCYBaHHSI JIIKAPCHKOTO 3ac00Y;
® YMOBH BIAIYCKY JIKapchKoro 3aco0y — croci0, y SKHi JIKH HNOCTayaloThCs MAalLli€HTY

(HampuKamd, 3a peruenToM 4 0e3 HbOT0), MOXKE JIOTTOMOTTH MiHIMI3YBaTH PU3HKHU.
Pazom 111 3aX0/11 CTAHOBJIATH PYMUHHI 3AaX00U MIHIMI3ayil puzuKie.
Ha nomarouy 1o mux 3axo[iB, 31HCHIOETBCS MOCTIHHUIMA 301p Ta aHami3 iH(opMarii mpo modivHi
peaxIiii, BKJIFOYAIOYM OIIHKY PETYJSIPHO OHOBJIIOBAHMX 3BITIB 3 O€3MEKH, JUIsl BIPOBAKCHHS
HEeraifHuX 3aX0/liB y pa3i HE0OX1THOCTI.
i 3ax0/11 CTAaHOBIISITH PYMUHHI 3aX00U 3 (PAPMAKOHALNADY.
VY pa3i HasBHOCTI HEBM3HAYCHMX JAHUX, 110 MOXYTh BIUIMHYTH Ha Oe3MeYHE 3aCTOCYBaHHS
JI3 ®EPCIHOJI 100 mr/2 mu po3uuH Ui iH’€KUid iX MpEeacTaBIeHO HIKYe y «BiacyTHs

1H(opMaItis.

11.A Iepenik BaxIMBUX PU3HKIB Ta BiACYTHHOI iHpopManii

Baxxnugi puzuku JI3 ®EPCIHOJT 100 mMr/2 mut po3uuH Jyis 1H’ €KIIIH — 11€ pU3HKH, IO TOTPEOYIOTh
CIeIiaIbHUX 3aXO[iB 3 YIPaBIiHHA PU3UKAMH ISl TTOAAJIBIIOTO JTOCTIDKEHHS a00 MiHiMi3arii
PHY3HKIB, MO0 JTIKaApChKUH 3aci0 MOXHA OYJ10 3aCTOCOBYBAaTH O€3MEYHO.

BaxuBi pu3uku MOXKyTh OyTH i1eHTH(IKOBaHUMHU a00 MOTEHIIMHUMU. [1eHTHn(hiKOBaH]1 pU3HKH
— npoOiemMu, U SKHX ICHy€ MOCTaTHE MiATBEPIKEHHA iX B3a€MO3B’S3KY 3 3acTocyBaHHAM JI3
OEPCIHOJI 100 mr/2 M po3unH 115 16 ekiiid. [ToTeHIiiHl pU3uKU — 11e TPOOIeMH, s STKUX
MO>KJIUBICTh B3a€EMO3B’S3KY 13 3aCTOCYBaHHSM IIBOTO JIIKAPCHKOTO 3aco0y MiATBEpIKEHAa Ha
OCHOBI HasiBHUX JIaHUX, aJIe OCTATOYHO III¢ HE BCTAHOBIICHA Ta MOTPEOYe MOJANBIIOT OIlIHKH.

Jlo BiacyTHBOI iH(opMarii HaJlexKUTh iH(OpMAILis 111010 Oe3MeKH JIiKapchKoro 3aco0y, Kol Hapasi
HEMae, Ta SKy Ie HEOOXIHO BIJICTEKUTH (HAMPUKIAA, TPUBAJIEC 3aCTOCYBAHHS JIIKAPCHKOTO
3aco0y).

Tabmuus. Ilepenik BaxJIMBUX PU3HUKIB Ta BIICYTHBOI iH(pOpMarii

Baoicnusi ioenmugbixosani pusuxu | I'inepuytnusicts/ AHadinakToinHi peaxmii

Peaxmii B micmi 10’ ekl

Baoicnusi nomenyiiini puzuxu T'emocunepos

Baowcnusa éiocymus ingpopmayisn 3acTocyBaHHs y IEpio BaTriTHOCTI Ta TOMYBaHHS TPYIIIO
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1.6 Pe3ioMe BaskIMBUX PU3UKIB

Bascnueuii ioenmugpixoeanuit puzuk — I'inepuymaueicmuov/anaginaxmoioni peaxuii

Jloxa3u 36’ 43Ky pusuKy 3
npenapamom

KiririgHi qaHi Ta 1aHi MiCIApPeEcTPaIlifHOTO CIIOCTePEKCHHS

Dakmopu pusuky ma pynu
DPUBUKY

[NamienTr 3 peakUisiMH TiMEPYYTIUBOCTI O MIIOYMX PEYOBUH abo
IHIIMX 1HTPEIIEHTIB JIIKAPCHKOTO 3aC00y

3axoou 3 minimizayii pusuxie

Pymunui 3axoou 3 minimizayii pusuxis:

Pum3uk ommcaHo y po3miiax KOPOTKOI XapaKTECPUCTHKHU TIperapaTy
(KXTI) 4.4, 4.8 ta po3minmax «OcobarBOCTi 3acTOCyBaHHsD Ta «ITo0idHi
peakuii» IHCTpyKii 11t MexuyHoro 3actocyBanss (IIM3);
Pexomenmamii Hamano y posmimax KXIT 4.3, 44 Ta posmizax
«lIpoTtunokazanssy, «OcobiamBoCTi 3acrocyBaHHsDy [JIM3.

Jlooamkosi 3axo0u 3 MiHimMizayii pusuxis:
BincyrtHi.

Jooamkosi 3axo0u 3
(apmaronaznady

Biacyrai

Bascnueuii ioenmugpixosanuit puzux — Peaxuii ¢ micyi in’exyii

Jlokasu 36’ a3Ky pusuxy 3
npenapamom

Kniniuni nani ta 1aHi micispeecTpamiifHOrO CIIOCTEPEKEHHS

Dakmopu pusuKy ma spynu
DPUSUKY

Biacyrai

3axoou 3 minimizayii pusuxie

Pymunni 3axoou 3 minimizayii pusuxis:

Pusuk onmcano y posmiai KXIT 4.8 ta posmim «IloGiuni peakiiii»
[IM3.

Pexomenmanii Hamano y po3aimi KXIT 4.2 Tta posmini «Crocib
3acToCyBaHHS Ta J03m» [JIM3.

Jlooamkogi 3ax00u 3 MiHIMI3aYii pu3uUKis.

Bincythi.

Jlooamkosi 3axoou 3
(apmaronaznady

Bincythi
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Bascnueuii nomenyinnuii pusux — I'emocuoepos

Jloxasu 36’ 3Ky pusuKy 3 KiririgHi qaHi Ta 1aHi MCIApeecTPaIlifHOTO CIIOCTePEKCHHS
npenapamom

Daxmopu pusuxy ma spynu [NamiedTn, y AKMX aHEMis HE TOB’sA3aHa 3 Ae(ilUTOM 3aii3a.
DPUSUKY

3axoou 3 minimizayii pusuxie Pymunui 3axoou 3 minimizayii pusuxis:

Pusuk omucano y po3mimi 4.4 Ta posmiai «OcoOiauBOCTI
3actocyBaHH» [JIM3.

Pexomenmamii Hagano y po3nisi KXIT 4.4 ta po3aim «OcobmuBocTi
3acTocyBanHss» [/IM3.

Jlooamkogi 3ax00u 3 MiHIMI3ayii puzuKis.

BigcytHi.

Jlooamxosi 3axo0u 3 Bincythi
(apmaronaznady

Baswcnueuii eiocymusn ingpopmauin — 3acmocyeannsa y nepioo eazimnocmi ma 200y6anus zpyoor

Daxmopu puzuxy ma spynu BaritHi )XiHKH Ta )KiHKH, ITI0 TOIYIOTh TPY/IIIIO
DPUBUKY
3axoou 3 minimizayii pusuxie Pymunui 3axo0u 3 minimizayii pusuxis:

Pm3uk ommcano y po3gim KXII 4.6 Ta posmini «3acTocyBaHHS Y
nepios BariTHOCTI Ta roAyBaHHA rpyaato» [[IM3.

Pexomennanii Hagano y posaini KXI14.6 Ta posaini «3actocyBanHs y
TIepi0J1 BariTHOCTI Ta ToyBaHHS Tpyamo» 1[JIM3.

Jlooamkogi 3ax00u 3 MiHIMI3aYii pu3uKis.

BincytHi.

Jooamkosi 3axo0u 3 BigcyrHi.
¢apmaronaznady

I1.B Ilnan micasipeecTpaniiHUX A0CHiIKeHb e)eKTHBHOCTI
11.B.1 /locnioycenns, AKi € yM0BOIW peecCmpauiiiHo2o noCei0O4eH A
Jost JI3 ®EPCIHOJI 100 Mr/2 mi po3uuH aJisi 1H €KI[IA HEe BHUMArae€TbCsl JOCTIHKEHB, K1 €

MOBOK) PEECTPALIHOTO ITOCBIIYEHHS a00 CTAHOBIIATH crieludiuHi 30008’ I3aHHS.
y p p

11.B.2 Inwi 0ocnioscennsn naany nicaapeecmpauiiHux 00C1ioxHceHs epeKmuenocmi

Jost JI3 ®EPCIHOJI 100 mr/2 mut po34uH 1718 1H’ €K1 TPOBEACHHS TOCHIIPKEHb HE BUMAraeThCsl.
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